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DETAILED ACTION 

Claims 1-101 are pending. 

Election/Restrictions 

Applicant's election with traverse of Group I, claims 1-90, namely 
biguanidine along with a species election in paper dated 10/14/2005, is 
acknowledged. Claims 1-90 will be examined to the extent they embrace the 
elected subject matter. Claims 91-101 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected subject matter. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) 
if one -or more of the currently named inventors is no longer an inventor of at 
least one claim remaining in the application. Any amendment of inventorship 
must be accompanied by a request under 37 CFR 1.48(b) and by the fee 
required under 37 CFR 1.1 7(i). 

The traversal is on the ground(s) that it is the method of use claims, as 
matter of right should be rejoined once the elected subject matter namely the 
biguanidine compounds were found allowable. 

First, examiner will examine the elected subject matter and if it is found to 
be allowable then will rejoin the method of use claim and apply any applicable 
rejections. 

The restriction requirement is still deemed proper and is made FINAL. 
Claims 1-90 are now under examination. 
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Information Disclosure Statement 

References cited in the Information Disclosure Statements dated 3/4/2004 
& 5/1 7/2004, are made of record. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-90 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter, which applicant regards as the invention. Following reasons apply. Any 
claim not specifically rejected is rejected as being dependent on a rejected claim 
and shares the same indefiniteness. 

1. In claim 1, recitation of "R 3a and R 3b taken together form a spiroalkyl" 
/enders claim 1 and claim 90, render these claims and the dependent 
claims 2- indefinite and vague as it is not clear how a spiroalkyl would be 
formed from these two groups. 

2. In claim 89, recitation of "sulfonamide or sulfone" renders claim 89 
indefinite for more than reason. First of all, there appears to be no 
antecedent basis for sulfonamide and sulfone in claim 87 or claim 1. 
Secondly, it is not clear whether these terms are generic of specific. In 
addition, a sulfone is a divalent radical and hence needs an additional 
group to meet the valence requirement and such a groups as recited in 
claim 89 remains unknown. 
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3. Recitation of "compounds" in process claim 90 renders this claim 
indefinite, as it is not clear whether it is a process for making a compound 
or a mixture of compounds. In addition, the phrase "under conditions 
sufficient to provide" is vague and unclear. This claim is a process claim 
and these conditions are critical to the process they should be clearly 
sated. 

4. Recitation of "at least one compound according to claim "in claims 17 and 
18 renders these claims indefinite as it is not clear what is intended. As 
recited, it implies that the composition should have at least one compound 
of claim 1 as active ingredient and ant other active ingredient. 
Replacement of the phrase "at least one" with "one or more" is suggested. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

Claim 90 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for various non-nucleophilic functional groups 
as substituents for Ri group, "does not reasonably provide enablement for SH, 
NH, NH 2 or for labile NHS0 2 H group as recited for compound of formula I 
embraced claim 90. The specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and 
use the invention commensurate in scope with these claims. 
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In evaluating the enablement question, following factors are considered. 
Note In re Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The 
factors include: 1) The nature of the invention, 2) the state of the prior art, 3) the 
predictability or lack thereof in the art, 4) the amount of direction or guidance 
present, 5) the presence or absence of working examples, 6) the breadth of the 
claims,- and 7) the quantity of experimentation needed. 

1 . The nature of the invention and the state of the prior art: 

The invention is drawn to a process of making compound of formula I 
shown in claim 90 wherein a nucleophilic attack of amino group of compound II 
on cyano group of compound til leads to compound of formula I of claim 90. In 
addition to various non-nucleophilic functional groups, claim 90 also permits SH, 
NH, NH 2 as well as labile NHS0 2 H substituents on choices of Ri group, all of 
which are capable of attacking the cyano group. Specification is not adequately 
enabled as to how to make compounds of formula I shown in claim 90 wherein 
the above said reactive functional groups which are also capable of reacting with 
cyano group. In addition, specification is not adequately enabled for compound of 
formula I with the substituent NHSO2H on the various choices of R group 
embraced therein. 

Specification offers no teachings or suggestion as to how to make such 
compounds in presence of these reactive groups. 

2. The predictability or lack thereof in the art: 

'The process of making biguanidine as applied to the above-mentioned 
compounds claimed by the applicant is not an art-recognized process and hence 
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there should be adequate enabling disclosure in the specification with working 
example(s) to make these claimed compounds. 
3. The amount of direction or guidance present: 

-Examples illustrated in the experimental section or written description 
offer no guidance or teachings as to how make these compounds when reactive 
substituents or chemically incompatible substituents are present in the starting 
material. 

5. The presence or absence of working examples: 

Although examples in Specification show enablement for number of 
compounds, they are limited to compounds with no reactive functionality. There 
are no representative examples showing the viability of the process for the 
various reactive substituents mentioned above embraced in the instant claims. 

6. The breadth of the claims: 

Specification has no support, as noted above, for all compounds 
generically embraced in the claim language would lead to desired compound of 
formula I with said reactive groups and there is also no valid chemical reasoning 
for one trained in the art to expect that all these functional groups would be inert 
toward the cyano group in the recited process of making the compound of 
formula I. 

7. The quantity of experimentation needed: 

The quantity of experimentation needed would be an undue burden on 
skilled art in the chemical art since there is inadequate guidance given to the 
skilled artisan for the many reasons stated above. Even with the undue burden of 
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experimentation, there is no guarantee that one would get the product of desired 
structure, namely compound of formula shown in claim 1 in view of the general 
reactive of above said groups. 

Thus, factors such as "sufficient working examples", the "level of skill in 
the art and predictability, etc. have been demonstrated to be sufficiently lacking 
in the case for the instant claims. 

Conclusion 

Any inquiry concerning this communication from the examiner should be 
addressed to Venkataraman Balasubramanian (Bala) whose telephone number 
is (571) 272-0662. The examiner can normally be reached on Monday through 
Thursday from 8.00 AM to 6.00 PM. 

The Supervisory Patent Examiner (SPE) of the art unit 1624 is James O. 
Wilson, whose telephone number is 571-272-0661. The fax phone number for 
the organization where this application or proceeding is assigned (571) 273- 
8300. 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to the receptionist whose telephone number is 
(571)272-1600. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAG. Status information for unpublished applications is available through Private 
PAIR only. For more information about the PAIR system, see http://pair- 
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direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-2 17-9197 (toll- 
free). 



Venkataraman Balasubramanian 
1/5/2006 



